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FOREWORD 


The Government of Canada has decided to review Section 41 of the Patent 


Act which deals with the pharmaceutical industry. 


This report is being made public to foster informed discussion on the 
issue of compulsory licensing and to focus discussion on realistic 
alternatives for change. The approach that will be taken, the specific 
design of amendments to the Patent Act, and other changes that may be 
necessary to encourage growth in the pharmaceutical industry will depend 
on the outcome of the consultations that will take place in the coming 


months. 


The Honourable André Ouellet 
Minister of Consumer and Corporate 
Affairs Canada 
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Compulsory Licensing of Pharmaceuticals 


A Review of Section 41 of the Patent Act 


SUMMARY 


Background 


During the 1960s, Canadians became increasingly concerned about the 
growing cost of medical care. A considerable portion of the public 
debate focused on the cost of prescription drugs. The federal govern- 
ment took the lead in examining this issue by commissioning three major 


studies. All three concluded that drug prices in Canada were too high. 


The government then introduced several measures designed to exert down- 
ward pressure on drug prices. One of the most significant of these was 
an amendment to Section 41(4) of the Patent Act that would enable gener- 
ic copies of patented drugs to be imported and sold in Canada on condi- 
tion that a royalty fee be paid to the patent holder. This process is 
referred to as “compulsory licensing.” Compulsory licensing to allow 


the manufacture of patented drugs had existed in Canada since 1923. 


This amendment became law in 1969. By the early 1970s, the opportunity 
to import and sell copies of patented drugs had enabled a number of 


generic firms to offer consumers lower-priced alternatives to the drugs 


— NT om 


produced by the patent holders. Drug costs had by then become a concern 
not only for individual consumers, but also for the provinces, which had 
become involved in programs to reimburse, in part or in full, the cost 
of drugs purchased by senior citizens and welfare recipients. To moder- 
ate the costs of these responsibilities, several provinces developed 
programs to encourage druggists to substitute generic alternatives for 
more expensive drugs whenever available and not prevented by the pres- 


cribing physician. 


In addition to reducing the prices of those drugs for which generic 
competition exists, compulsory licensing and provincial drug-substitu- 
tion rules have also been responsible for the growth of a generic drug 
industry. However, the patentee companies state that the loss of market 
share has been concentrated unfairly among those firms who have 
developed important new products and has reduced revenues for investment 


in R&D and manufacturing. 


The current policy review of compulsory licensing is timely for several 
reasonse The government has announced as a priority its intention to 
stimulate investment and expansion in the high-technology sectors of the 
economy. The experience and concerns of various segments of the 
industry, such as the patent-holding companies, must be examined. It is 
pee evaluate trends and developments during the 14 years that 


compulsory licensing to import has been in effect. 
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Canada is not unique in designing policies directed at the pharmaceutic-— 
al industry. Many countries use other approaches to control drug prices 
and to promote industry growth. Countries such as Ireland and Puerto 
Rico attract pharmaceutical manufacturing facilities by offering 
generous tax and financial incentives. Canada is the only country 


currently using compulsory licences as a policy instrument. 


The Canadian Pharmaceutical Industry 


Pharmaceutical manufacturing in Canada involves compounding imported 
active ingredients into final dosage form. Research is primarily 
clinical, although of 138 firms operating in Canada, six report that 


they carry out some basic research functions. 


Trends in aggregate data indicate that the industry has experienced 
Steady growth since compulsory licensing was introduced in 1969. Phar- 
maceutical sales in Canada (about $1.3 billion in 1981) represent under 
two per cent of the free-world market for drugs. Close to 90 per cent 
of the Canadian market is held by multinational patent-holding firms, 
with the remaining share going to generic producers and the firms that 
produce insulin and vaccines. Employment in the industry in 1981 stood 


at approximately 16,000, of which 1,300 jobs were in the generic sector. 
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Since 1969, 290 compulsory licences have been granted for 62 drugs, 43 
of which have actually entered the market. On average, the licencee's 
product went on the market 11 years after the patentee first introduced 
the new drug. However, in two cases, licencees' products have entered 


in less than five years. 


Policy Alternatives 


To generate further growth in this industry, the Government of Canada 
has decided to change the Patent Act to rebalance the 1969 policy. 
During the process of examining alternatives, their potential long-term 
impact on the price of drugs must be considered. These concerns may 
necessitate a price-monitoring system based on either a comparison with 
foreign drug prices or on price trends of other products sold in Canada. 
Sanctions for prices in excess of guidelines could be incorporated into 


the Patent Act. 


Three general approaches for changing the Patent Act have been 


developed: 


4 Variables royalty rates: Licences would continue to 
be granted, but rates would be set according to the 


level of research and development activity carried 
out in Canada by the patentee. 


cae Vee 


Market exclusivity: Compulsory licences to import 
would be granted only after a specified number of 
years had elapsed following initial marketing of the 
drug. This would provide patentees with a period of 
market certainty on which to base future plans. 


Company-specific exemption from compulsory licences: 
Firms proposing specific performance and price 


commitments would qualify for an exemption from 

licensing to import. Failure to meet the commit- 

ments would result in a termination of the exemption 

for one or more products. 
The impact of each approach on industrial development depends on its 
possible effect on the import and export behaviour of both generic and 
patent-holding firms. Industrial expansion would necessarily involve 
fine-chemical manufacturing in Canada, increased export of finished pro- 
ducts, and additional research activity. The potential for domestic 
chemical manufacturing, import replacement and increased drug exports 
would be greatest in the long term if both generic firms and patentees 
were motivated to manufacture in Canada and actively seek markets 
abroad. Existing compulsory licences would not be affected and new 


licences would continue to be available for products to be manufactured 


in Canada. 
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Potential for increased investment in research and development appears 
to remain with patent-holding firms. Such investment may be more 


attractive under approaches that extend patent protection. 


The government is seeking ways to stimulate growth in the Canadian 
pharmaceutical industry while maintaining its policy objective of 
moderating drug costs. Modifications to the Patent Act may serve to 
meet the dual objectives and three alternative approaches have been put 
forward. The approach selected and the specific amendments to the Act 
or Regulations that may be chosen will depend on the outcome of 
consultations with the provinces, companies in the industry, those 
involved in the delivery of health services and other interested 


parties. 


Compulsory Licensing of Pharmaceuticals 
A Review of Section 41 of the Patent Act 


INTRODUCTION 


This paper reviews the effect of the 1969 Patent Act revisions on the 
drug industry in Canada. It analyzes how these changes have affected 
the activities of the pharmaceutical industry, the prices of prescrip- 
tion drugs and the current investment climate in Canada. It also con- 
siders, in line with government policy to stimulate high technology 
industry, a number of possible changes to the Patent Act that may 
improve the investment climate for major pharmaceutical firms while 


assuring a continued supply of reasonably priced drugs for Canadians. 


BACKGROUND 


History 


In the 1960s, Canada's federal government undertook a number of measures 
in response to public concern over the high cost of drugs. Three major 


investigative studies were completed: 


The 1963 Report of the Restrictive Trade Practices 


Commission, Concerning the Manufacture, Distribution 
and Sale of Drugs. This study recommended “that 


patents with respect to drugs be abolished.” 


The 1965 Report of the Hall Commission on Health 


Care. The report contained many recommendations 
about drugs, including creation of a national 
formulary with price-setting powers and establish- 
ment of an efficient mechanism to grant compulsory 
licences* to import, manufacture and sell drugs. 
This Commission also proposed a five-year delay in 
the above-noted Restrictive Trade Practices Commis-— 
sion's recommendation to abolish patents, to ascer- 
tain whether these alternatives would achieve the 
Same results. 


The 1966 Report of the Harley House of Commons 


Committee on Drug Costs and Prices. It recommended 
that the Patent Act be amended to allow for "compul- 


sory licences to import drugs in all forms.” 


* A compulsory licence confers on a person other than the patentee the 
right to use a patented invention. The patentee is entitled to compen- 
sation in the form of royalties, but cannot prevent the use of the 
invention by the licencee. A compulsory licence can cover more than one 
patent on a drug. 


All three studies concluded that drug companies in Canada enjoyed 
substantial market power, which they exercised by setting prices higher 


than would otherwise have been the case. 


As a result of these studies, in September 1968 the Minister of Consumer 
and Corporate Affairs introduced Bill C-102, an amendment to Section 41 
of the Canadian Patent Act, into the House of Commons. Its intent was 


set out by the Minister: 


- e e the government is determined to do what it 
can at the federal level to reduce drug prices and, 
at the same time, maintain a situation where drug 
manufacturing in this country would not be unduly 
restrained, where pharmaceutical research in Canada 
would not be discouraged. .. " 
Bill C-102 provided for compulsory licences to import patented drugs. 
(Compulsory licences to manufacture patented drugs have been available 
in Canada since 1923.) With the new amendment, the Commissioner of 


Patents could grant licences for both the manufacture and importation of 


patented pharmaceuticals. 


This amendment was passed in March 1969. Its provisions apply to drugs 
for human and veterinary use made from either chemical or biological 


processes. (See Appendix for relevant sections of the Patent Act.) 


In addition to the compulsory licensing provisions, other changes were 


made: 


The Trade Marks Act was amended. 


Provisions were set up for grants and loans to the 
generic sector. 


Objective information regarding the properties and 
prices of drugs was disseminated to the medical 


profession. 


There was a statutory reduction in drug tariff 
levels. 


The federal sales tax on drugs was eliminated. 


These changes were intended to stimulate price competition among 


suppliers and to otherwise lower drug costs. 


Subsequently several of Canada's ten provinces, stimulated by their 
increasingly active role in subsidizing or completely absorbing the 
costs of medications for the elderly, for welfare recipients, and for 
drugs purchased for hospitals, also began establishing substitution laws 
to allow and encourage pharmacists to dispense lower-cost equivalent 
drugs. In addition, they devised various information programs of their 
own aimed at informing doctors and pharmacists about prices and equival- 


ent drugs. 


Between 1969 and 1982, the Commissioner of Patents granted over 290 
import licences covering 62 drugs. Of these, 43 were marketed by one or 
more licencees. By way of contrast, in the 14 years prior to the 1969 


amendment, the Commissioner issued 19 licences to manufacture 11 drugs. 


The Commissioner of Patents also sets the royalty rate for licences. 
While the Act permits the prescribing of factors to be considered in 
determining the rate, such regulations have never been passed. Royal- 
ties are based on a strict interpretation of the legislation, which 
requires the Commissioner to set the rate at a level that gives due 
regard to the “desirability of making the medicine available to the 
public at the lowest possible price consistent with giving the patentee 
due reward for the research leading to the invention." Typically, the 
royalty rate has been set at four per cent of the licencee's selling 


price. 


Need for Review 


During the 14 years that the current patent system has been in place, a 
number of changes have occurred in the pharmaceutical industry. In the 
last two or three years, multinational firms have taken steps to expand 
their worldwide research and development efforts, particularly in the 
emerging field of biotechnology. Production facilities have been or are 
being rationalized to take advantage of technological changes in that 


areae 


Throughout this period, the patent-holding companies in Canada have 
expressed strong disapproval of compulsory licensing and have brought 
the issue to public attention. Reduction of employment through the 
relocation of specific companies has been highly publicized and has 


intensified the debate. 


Given the government's objective of increasing expenditures on research 
and development in Canada, and the desirability of promoting growth in 
those industries having a high-technology component, a review to address 


the industry's concerns is particularly timely. 


Since 1969 provincial drug reimbursement plans have become closely 
integrated with compulsory licensing. Consequently, the general public 
and provincial governments have a stake in policy changes that might 


affect prices. 


This review is therefore intended not only to assess the impact of 
compulsory licensing on drug prices and on the economic activity level 
of the pharmaceutical industry, but also to explore possible changes in 


policy. 


FACTORS 


An Overview of the Industry 


Ownership 


The international pharmaceutical industry is characterized by large 
firms, the largest of which include eleven that are American-owned, five 
owned by Germans, three owned by Swiss and one each by the French, the 
Japanese and the British.! There are also large firms based in Sweden, 
Belgium and Denmark, indicating that sizeable domestic markets are not 
necessary for development of a world-scale innovative pharmaceutical 


firms ° 


Among the largest 20 firms, each had global sales in 1982 of more than 
$1 billion; the next largest 30 firms, each had sales of more than 


$300 million. 


The Canadian pharmaceutical market, which accounts for between 1.5 and 2 
per cent of world sales, is dominated by multinational firms, which 


supply 90 per cent of the drugs purchased in Canada. 


1. Scrip World Pharmaceutical News, PJB Publications Ltd., Richmond 
Surrey, England. December 20 and 22, 1982. 


The largest 20 companies control more than two-thirds of the total 
domestic market (see Table 1). Fifteen are American-owned multination- 
als, three are Swiss, and two are British. All but one of these are 
among the leading 40 drug firms in the world. Their Canadian sales 
account for between one and seven per cent of total company pharmaceu- 


tical sales.2 


TABLE 1 


Largest Pharmaceutical Firms in Canada, Rank and Sales 


Pharm. Sales-1981 Canadian Sales as % of 
Location of (Canada $M) Company World Canadian 


Company Head Office World Pharm. Sales Market 


| American Home Products | | 1 | | 57.0) | 835 | 
| Merck | USA 2 3 | 2719 | Sree! 6.9 | 
| SKF | USA 3 | 103; 1465 | 4.6 | 5.5 | 
| Johnson & Johnson | USA 4 19 1209 | Ar Ves | 
| Ciba-Geigy | Switzerland 5 | 4 | 2480 | Qin | 4.3 
| Abbott | USA | 6 Wa | 1417 | Bio 3.8 
| Warner-Lambert | USA | 7 | i | 1489 | 2.9 | 3.6 
| Bristol-Myers | USA | 8 10 | 1561 | Ags} 2.9 | 
| Baxter | USA | 9 | N/A | N/A | N/A | 2.8 | 
| Syntex | USA | 10 Shy | 470 | ie O Qiskh | 
| Glaxo | UK | Val | 20 | Wals37/ | 2.8 | 250 | 
| Upjohn | USA | 12 2 | 1488 | Qin 2 2316 | 
| Sandoz | Switzerland | 3} | 8 | 1803 | 6 | 2.4 | 
Schering Plough USA 14 Pia 1045 2.6 Dee 
| Lilly | USA | 15 | 9 | 1627 | iS | Zieyli | 
| Wellcome | UK | 16 25 | 880 | Dei 1.9 | 
| Sterling USA | 17 | 35) | 55) 1/ | 4.3 | 1.9 | 
| Pfizer | USA | 18 5 | 2132 | doll 1.9 
| Roche | Switzerland | 19 7 | 1939 | L352 | VERS) | 
| Searle | USA | 20 30 | 637 | 3358) heyy | 


Me ed |e a (eee emeeneats Pe  ie Mee e 1S 


Source: Script, December 20 and 22, 1982 and IMS, December 1981. 


2. Canadian Pharmaceutical Market, Drug Store and Hospital Purchases, 
Intercontinental Medical Services (IMS), December, 1981. 


Concentration in Sub-Markets 


Despite the number of participating firms and the relatively small share 
of total market that each firm holds, competition within the drug 


industry is less extensive than might be expected. 


Depending upon their purposes, drugs can be divided into therapeutic 
classes; the supply and demand for one class has little or no bearing on 
the market for a different therapeutic class. Consequently, the total 
market encompasses a number of sub-markets. For numerous reasons 
(discussed later in this review), firms produce drugs belonging to a 
limited range of therapeutic groups, resulting in relatively few 


important firms in each sub-market. 


In 1982, the number of companies operating in any of 38 major therapeu- 
tic classes in Canada ranged between two and forty (see Table 2). The 
leading company in each sub-market controlled from 14 to 74 per cent of 
that sub-market. The leading two firms in any one therapeutic class 
accounted for between 25 and 100 per cent of sales. In other words, 
even where 40 firms operated in a class, the largest two shared 25 per 


cent of the market. 


3. IMS, Op. cit. 


TABLE 2 


PARTICIPATION IN, AND CONTROL OF THERAPEUTIC SUB-MARKETS, 1982 


Percent of 
Number Market Held by 
of Firms 
Therapeutic Class Participating Leading Leading 2 
Company Companies 


Amebacides & Trichomonacides 
Analgesics (Narcotic Based) 
Antacids, Ethical 
Anthelmintics, Ethical 
Antiarthritics, Ethical 
Anticoagulants 
Anticonvulsants 
Antidiarrheals 
Antihistamines, Systemic 
Antiinfectives, Systemic 
Antimalarials 

Antinauseants 

Anti-Obesity, Ethical 
Antiparkinsonism 
Antiseptics, Ethical 
Antispasmodics/Antisecretory 
Bile Therapy 


Bronchial Therapy 
Cancer Therapy 
Cardiovascular 


Cholesterol Reducers & 
Lipotropics 

Contraceptives 

Diabetes Therapy 

Diuretics, Ethical 

Enzymes & Digestants, Ethical 

Hematinics 

Hemorrhoidal Preps, Ethical 

Hemostatics 

Hormones 

Muscle Relaxants 

Nutrients & Supplements 

Ophthalmics 

Otics 

Parasympathetics 

Psychotherapeutics 

Respiratory Stimulants 

Sedatives, Ethical 

Thyroid Therapy 


Source: IMS op.  clt. 


Industry Entry and Competition 


Resource requirements and patent protection limit entry into the 
industry and participation in multiple sub-markets. Extensive funds and 
time are required to identify and develop an active ingredient that has 
valuable therapeutic effects, and to carry out the extensive tests 
required to prove that the drug is safe and effective. Additional 
capital expenditures are needed to develop the production and 


manufacturing techniques that allow for economical commercialization. 


The pharmaceutical industry is one of the largest users of the patent 
system. Patent protection is important in safeguarding the developer's 
financial return from the invention, since lack of technical knowledge 


does not represent a barrier to the reproduction of most drugs. 


The competitive efforts of drug firms are based on marketing strategies 
and the introduction of either new or slightly modified drug entities. 
This produces a continual shifting in their hold on market share, within 


sub-markets and the total market. 


Special Nature of the Market 


The market for pharmaceutical products differs from that of most 


consumer products in several ways that tend to reduce price-competitive 


behaviour. For example, in the case of prescription drugs (which make 
up roughly two-thirds of the market) it is the doctor, not the consumer, 
who chooses which drug will be prescribed. That choice is usually based 
on factors other than price. And, unlike most consumer products, the 
drug is a necessity to the consumer because it represents a choice 


between good and bad health, or even between life and death. 


Marketing of prescription drugs is directed entirely at doctors and 
pharmacists. Direct marketing is carried out in large part by a sales 
force (known in the trade as detailers), who visit doctors and pharm- 
acists on a regular basis to provide samples and literature on specific 
products. Journal and trade magazine advertisements constitute follow- 


up promotion of specific products. 


Structure of the Multinational Drug Firm 


Virtually every operational aspect of a multinational drug firm can be 
located or relocated in response to worldwide considerations and 
corporate objectives. The industry is therefore dynamic -- continually 
shifting resources in reaction to the international and domestic 


environment, market changes, and innovations by competitors. 


Research and Development 


Pharmaceutical research and development can be divided into four 


components: 
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Basic research is generally carried out in univer- 
sities, by governments, or by non-profit agencies. 
Applied research directs the findings of basic 
research towards a specific hypothesis. It tends to 
be done in central facilities to take advantage of 
economies of scale and the synergy created within 
the corporate organization. 
Pre-clinical development is more product or market- 
oriented than the two previous components. Less 
centralized than applied research, it consists of 
animal testing to evaluate effects and safety, and 
involves a multidisciplinary approach in the 
preparation of clinical dosage forms. 
Clinical evaluation consists of a number of less 
centralized phases. Each phase begins with limited 
testing in healthy humans and proceeds to more 


specific tests on individuals suffering from the 
target disease. 


Pre-clinical and clinical evaluation is required for approval by health 
authorities. The industry has stated that the clinical phase accounts 
for the largest part of research and development expenditures. The 
industry argues that current approval requirements delay the marketing 
of a drug, thus reducing the time that a drug is sold under patent pro- 
tection. However, Canadian patent life can sometimes start after the 
drug is being marketed. In addition, it is possible to patent alter- 


native processes, which will extend patent protection. 


World-scale innovative firms generally locate the largest portion of 


their research and development effort in their home countries. Since 


research and development is so essential to long-term profitability, 
Management may be reluctant to entrust the corporate future to branch 
plants. Where such expenditures are tax-deductible, firms may also 
prefer to maximize the usefulness of this deduction in the country where 


profits are finally disbursed. 


Some countries, such as Japan and France, ensure that a large amount of 
research takes place domestically by accepting data for the health 
approval process only from domestic clinical research facilities. This 
practice can be successful only in markets large enough to absorb the 
added cost or to give the manufacturer sufficient incentive to undertake 
the work in that market. In Canada, drug submissions can be supported 


by data from reliable foreign sources. 


Subsidiaries of multinational companies in market countries sometimes 
channel part of their revenue towards research and development. This is 
usually done to take advantage of local scientific expertise, to provide 
support for the local health agency approval process, or for tax-related 
reasons. Such expenditures arise primarily during the clinical evalua- 
tion stage. In some cases, a subsidiary will be given responsibility 
for certain aspects of applied product research, although the develop- 


ment, application or commercialization of this work is often carried out 


in the major facility rather than in the market country. Six firms* 


currently undertake some applied research in Canada. 


Manufacturing 


The manufacture of pharmaceuticals can be divided into two processes: 
synthesizing of chemicals to produce the active ingredients of a 
particular drug, and compounding of the active ingredients into final 
dosage form. Neither of these processes is labour-intensive, so labour 
costs are not a major factor; neither process depends on the proximity 
to raw materials; nor is transportation of the final product an 
important component. These characteristics allow the location of 


production facilities in a wide variety of alternative sites. 


Large firms often locate chemical manufacturing in countries offering 
the greatest financial incentives and tariff-free access to large 
markets. (These incentives are described later in this review.) All 
other markets are then supplied by shipping active ingredients in bulk 
or final form to branch plants in market countries. This organizational 


structure also provides the firm with economies of scale. 


4. One of these firms -- Ayerst -- has announced that its research 
facilities will be relocated in the United States. 
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Branch Plant Operations in Market Countries 


Branch plants in market countries undertake four activities: 


Limited manufacturing, which involves compounding 
and packaging imported active ingredients, or 
importing finished products for resale (all or 
nearly all of which are purchased from the parent 
company ); 


Research and development, consisting of obtaining 
approval from regulatory agencies prior to market 


introduction, and occasionally carrying out some 
aspect of basic research for the parent company; 


Marketing and distributing products to physicians, 
pharmacists, hospitals and others in the health care 


professions; 


Exports, which from these branch plants are 
generally small. 


Since world-scale companies supply nearly all of the branch plant's 
requirements from a few manufacturing sites, payments are made from one 
subsidiary to another. These intra-firm transfers often go to countries 
offering the company low tax rates or no taxes at all. The absence of 
“arm's-length transactions” has caused some observers to charge that 
costs of raw materials are inflated to lower apparent profits and taxes 
in the market countries. A sample of 14 major drugs in Canada revealed 
that intra-firm prices were more than three times higher than the prices 


paid for the same drugs in the open market. 


5- Revenue Canada -- Taxation: analysis of corporate tax information 
based on tax returns for the years 1977-79. 


- 17 - 


The Canadian Drug Industry 


Overview 


The Canadian pharmaceutical industry is comprised of three distinct 
types of firms: subsidiaries of multinational patent-holding companies; 
generic companies that manufacture drugs that are ineligible for 
patents, drugs for which patents have expired and patented drugs for 
which they have obtained compulsory licences; and biological companies 


that produce such products as vaccines, insulins and plasmas. 


It is the multinational firms that dominate the Canadian industry. None 
of these firms are now domestically-owned, although, for example, Ayerst 
and Frosst were originally established by Canadians. The generic and 
biological companies, many of which are Canadian-owned, form a smaller 


part of this industry. 


The following analysis, which includes data from all firms in the 
industry, shows that from a national economic perspective, the Canadian 
pharmaceutical industry is relatively small. In 1981, the principal 


indicators describing the 138 firms in the industry were: 


4 or 


Share of All Manufacturing 


Indicator Numerical Value Industries 

Factory Shipments Sl 532/ -mpliion 0.7% 

Imports* 404 million 0.52 eCofstotal imports) 
Exports* 103 million O. LZ Cof totals exports) 
R&D Expenditures 51 million 3.82 

(intramural only) 

Investment 71 million 0.52 

Employment 16,000 positions 0.8% 


Source: Statistics Canada 
* These figures were provided by the Department of Industry, Trade and 
Commerce 


Aggregate Industry Trends 


To identify effects that might be associated with the introduction of 
compulsory licences, this analysis now focuses on major trends before 
and after the 1969 amendment to the Patent Act. For further insight 
into changes at the aggregate level, comparisons are made with U.S. 


data. 


Geographically, the Canadian pharmaceutical industry is concentrated in 
the provinces of Ontario and Québec, with Ontario having the largest 


share (60 per cent) located around its capital, Toronto. 


Chart 1 depicts the growth in value of shipments* over the past 20 


years. During the 1960s, the industry recorded an average annual growth 


* Value of shipments are net selling values and include shipments to 


domestic and foreign destinations. 


rate of 10.6 per cent actual, and 7.1 per cent real growth. Between 
1970 and 1981 growth was at a 12.7 per cent actual or 3.5 per cent real 


rate. 
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Chart 2 indicates that between 1962 and 1981, employment of pharma- 
ceutical workers increased by 60 per cent, compared with an increase of 
37 per cent for all manufacturing industries. The annual average growth 
in the pharmaceutical industry between 1962 and 1969 was greater (4.2 
per cent) than it was between 1970 and 1981 (2.1 per cent). This 
compares with growth rates for all manufacturing of 2.1 per cent for the 


1962-69 period and 1.3 per cent for the most recent period. 


Chart 2 also shows that in 1962, Ontario and Quebéc each had approxi- 
mately 5,000 pharmaceutical workers. By 1981, Ontario employment 
figures had outdistanced those of Québec, at levels of 8,000 and 7,000 


respectively. 


CHART 2 
NUMBER OF EMPLOYEES, PHARMACEUTICAL INDUSTRY 
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Pharmaceutical manufacturing is not labour-intensive, but it has the 
highest value of output per production employee of any industry in 
Canada. The figures in 1980 for the top four industries, compared with 
all manufacturing, are: 


Value Added Per 
Production Worker 


Industry (thousands of dollars) 
Pharmaceuticals 107 
Communications Equipment p2 
Motor Vehicles 50 
Aircraft and Parts 48 
All Manufacturing 49 


Source: Statistics Canada, Catalogue 31-203 


The average annual growth in investment (including the 1981 preliminary 
and the 1982 projected figures) is 22.5 per cent. This rate is somewhat 
above the 17.2 per cent recorded for all manufacturing industries 


between 1976 and 1982. 


Chart 3 shows that while both current and real research and development 
expenditures increased in the 1960s, the 1970s saw relatively stable 
expenditures in real terms. Expenditures increased by an average of 9.5 
per cent annually, adjusted to reflect inflation, through the 1960s. 
They remained relatively constant through most of the 1970s at 2.6 

per cent, and have begun an upward trend since the late 19/0s, averaging 


7.5 per cent since 19/9. 


Research and development expenditures ranged between 3.5 and 4.0 per 
cent of the value of shipments during the 1960s and 70s, with a slight 
upward trend. The average R&D expenditure relative to the value of the 


shipments was 3.6 per cent in the 1960s and 3.8 per cent in the 1970s. 


CHART 3 


RESEARCH AND DEVELOPMENT EXPENDITURES, PHARMACEUTICAL INDUSTRY 
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Chart 4 illustrates industry profits from 1963 to 1982. Before- and 
after-tax profits increased almost yearly between 1965 and 1980 
(exceptions occurred in 1976 and 1977). Average annual growth of 
before-tax profits was 14.6 per cent, as compared with 17.1 per cent for 
all manufacturing industries. The period 1965-69 saw average annual 
increases in after-tax profits of 16.2 per cent, while between 1970 and 
1979, an average of 11.9 per cent was recorded. Net after-tax profits, 
calculated as a percentage of capital, equity or total income, show 
little variation over the 1968-1977 period (the only years for which 


data are available). 


CHART 4 


PROFITS IN THE PHARMACEUTICAL INDUSTRY, CANADA 
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Chart 5 presents a comparison of the Canadian Consumer Price Index GCP.B) 
and a pharmaceutical price index. The latter price indices present 

problems because of their inability to measure substitution effects and 
because of the introduction of new products. However, it can be stated 
that during the 1960s, drug prices rose more slowly than the CPI; in the 


1970s, they rose at about the same pace, although at a lower level. 


CHART 5 


PRICE INDICES, CANADA 
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Canadian - American Comparison 


Because Canada and the United States face many common elements of the 
economic environment, it is frequently useful to compare industry data. 
Furthermore, most firms operating in Canada are subsidiaries of 


American-owned firms. 


Chart 6 provides data on the change in value of shipments in the two 
countries. While the American figures are much larger in absolute 
terms, it can be seen that similar growth rates were recorded in the 
1960s (10.6 per cent for Canada, 10.9 per cent for the United States.) 
Canadian growth was higher in the 1970s (12.7 per cent compared with 9.4 
per cent). Provincial drug benefit and hospitalization plans in Canada, 
which increase demand, along with a decline in Canadian currency, could 
account for the faster growth. (Since 60 per cent of pharmaceutical 
imports originate in the United States, a fall in the Canadian dollar 
makes these imports more expensive and increases the cost of Canadian 


shipments.) 
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As can be seen from Chart 7, American employment levels almost doubled 
between 1964 and 1981, while employment in Canada grew by 60 per cent 
during this period. In average annual terms, during the 1960s 
employment grew at 6 per cent in the United States and at 3.3 per cent 
in Canada. Growth rates were closer during the 1970s, but the United 
States still led, 2.1 to 1.9 per cent. These differences may be due to 


the fact that the Canadian industry is a “truncated branch plant 


14 


WZ 


10 
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operation”® and does not share in all aspects of the industry's 


expansion (such as fine chemical synthesis and basic R&D). 


CHART 7 
TOTAL EMPLOYMENT, PHARMACEUTICAL INDUSTRY 


Thousands - Canada Millions - y.s.a. 


20 
18 
16 


14 


CANADA 


ie 


10 


NOG CY CH SO ay Ge GE) 7) 7B ee ies TE ETS TOR TD EL eee 


SOURCES: Stat. Can., Catalogue 46-209 
U.S. Bureau of Labor Statistics 


Chart 8 shows surprising similarities in general trends for R&D 
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expenditures. Expenditures rose steadily in the 1960s (12.3 per cent in 


Canada, 11.3 per cent in the United States). It levelled through the 


mid-seventies (ll.1 and 9.6 per cent respectively), and began increasing 


6. M.J. Gordon and D.J. Fowler, The Drug Industry: A Case Study of the 


Effects of Foreign Control on the Canadian Economy, Canadian 
Institute* for Public Policy, 1981. 
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in the late 1970s and early 1980s (17.6 and 13.5 per cent respective- 


Ty.) < 


However, Canadian R&D is a much lower percentage of value of ship- 


ments (4 per cent compared with 10 per cent). 


CHART 8 


RESEARCH AND DEVELOPMENT EXPENDITURES, PHARMACEUTICAL INDUSTRY 
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Generic Companies in Canada 


The following analysis is limited to the activities of the generic 
companies in Canada, particularly those that take advantage of the 


compulsory licence provision of the Patent Act. 


- 29 - 


Canada has approximately 30 generic firms. In 1982, they employed some 
1,300 persons and accounted for 9 per cent (or $125 million) of total 


pharmaceutical sales. 


Four major generic companies were responsible for $105 million of the 
$125 million in 1982 sales. Two of these firms, Novopharm and Apotex, 
of Toronto, are Canadian-owned; the other two, Horner and ICN of 
Montréal, are American-owned. The sales of these firms, with one 
exception, are growing rapidly. Products produced under compulsory 
licences constitute an important component of this growth and account 


for approximately 30 per cent of their total sales./ 


The smaller generic companies are mostly Canadian-owned. More than half 


are located in the province of Québec. 


Generic firms have become increasingly active in the export market. In 
1981, exports totalled $3 million. By 1982, they had reached $8 


million. 


Generic firms seem to introduce substitutes for the most frequently 


purchased drugs before moving progressively into the lower-volume 


7. Survey of Generic Manufacturers; Consumer and Corporate Affairs 
Canada, May 1983. 
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items. This strategy provides the largest number of buyers with access 


to cheaper equivalent drugs. 


Generic companies purchase active ingredients, in bulk, from independent 
chemical manufacturers who deal on the international market. These 
ingredients are then processed into final form, packaged and distribut- 
ed. Generic firms tend to avoid wholesalers' markups by distributing 


directly to pharmacies and hospitals. 


Active ingredients of virtually the entire range of drugs are available 
from countries where there is no patent protection, or from chemical 
companies that have “invented around" the innovator's patents. Although 
there are no precise statistics, it is generally believed that copies of 
major new drugs are available within two years of their introduction. 
Less popular drugs, or those more difficult to formulate, take somewhat 
longer. Major sources for generic firms are Italy, East Europe, and to 


a lesser degree, South America. 


During the late 1960s and early 1970s, a major concern was the possible 
health hazard posed by generic products. This has not been an issue in 
recent years. The safety of generic drugs has not been successfully 
challenged despite extensive testing by both patent-holding companies 
and competing generic firms. (Testing the competitor's products is 


apparently common in this industry.) 
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Generic companies do not advertise heavily, although they have increased 
efforts in recent years. Their primary marketing technique is to list 
their products in the various provincial formularies, or to have them 
accepted by provincial purchasing agencies and hospitals. Although 
provincial plans differ in how they determine the amount they will 
reimburse to pharmacists, most plans encourage price competition by 


reimbursing on the basis of the cheapest product. 


One obstacle faced by generic firms is overcoming the intensive 
marketing efforts made by patent-holding companies when introducing 
their products. Such establishment of drug trade names serves to 
maintain the market for the patentee's product after the patent expires 
or after a generic firm's competing product has entered the market. 

This situation is evolving, since trademarks used by major generic firms 
are themselves becoming better recognized and play a role in the 


marketing of new product lines. 


Recent Developments 


The pharmaceutical industry is highly mobile and its firms are 
constantly modifying their organizations. During 1982, the 
announcements listed below focused public attention on the compulsory 
licensing issue. In each case, compulsory licensing was cited as a 


principal reason behind the company's action: 
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Ayerst, McKenna and Harrison, Inc.: The Ayerst 
facility in Montréal is one of the largest drug 


research establishments in Canada. American Home 
Products, the parent company, recently announced 
that the basic research operation will be 
transferred by the end of 1983 to a major new R&D 
facility now under construction in the United 
States. 


Hoffmann-LaRoche Limited: This company announced 
closure of a manufacturing plant in Montréal and 
transfer of its remaining Canadian operation to 
Brampton, Ontario. (The company also closed plants 
in the United States as part of a rationalization of 
its North American operation. 


Merck Frosst Ltd.: This company announced 
suspension of a planned expansion of its Montréal 
research facility. 


Syntex Ltd.: This company also announced a halt in 
a planned expansion. 


It is important to keep in mind that, since 1980, firms such as Ortho, 


Boehringer, SmithKline & French, Burroughs-Wellcome, Bristol-Myers and 


Ciba Geigy have established or expanded Canadian research or manufactur- 


ing operations. In addition, various international drug companies have 


increasingly taken advantage of Canadian hospital facilities to conduct 


pre- and post-marketing clinical studies. Ome such company is the 


Upjohn Corporation. 
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Use of Compulsory Licences 


Licences Issued 


Most compulsory licences have been granted for three types of drugs: 
those prescribed for the central nervous system, such as tranquilizers 
and anti-depressants; anti-infective drugs, such as penicillins; and 
cardiovascular drugs. Recent developments in anti-ulcer drugs have 


created large markets which the generics have just entered.® 


As noted previously, between 1969 and 1982 the Commissioner of Patents 
granted 290 compulsory licences for 62 drugs. These licences involved 


29 patentees and 40 licencees, ? 38 of which were generic manufacturers. 


8. One large market that has not been attractive to the generics is 
oral contraceptives. This is primarily a result of the provincial 
Drug and Therapeutics Committees' ruling that substitutions cannot 
be made for such products. Moreover, the supply of active ingredi- 
ents for contraceptives is more limited than it is for other drugs 
due to technical production constraints. 


9. Patent Office administrative records, Consumer and Corporate Affairs 
Canada. 
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As of January 1983, 43 of the 62 drugs had been marketed by compulsory 
licencees and 21 of the 50 best-selling drugs in Canada faced competi- 
tion from compulsory-licensed generic products. 10 Of the 20 largest 
multinational drug firms, 16 had compulsory licences against at least 


one of their products. 


The 43 generic drugs that have entered the market were introduced within 
an average of 11 years after the original. Two generic drugs were 
marketed within five years of the original, but 24 generics appeared ten 


or more years later. 


For the drugs introduced by the originator since 1969, 15 have been 
subject to compulsory licences. The average lag between market intro- 
duction of the originator's drug and the generic substitute has been 


eight years. 


As of February 1983, licence applications were outstanding on 15 drugs. 


Their original market introduction ranged from 1958 to 1977; therefore, 


10. Liste des médicaments, ministére des Affaires Sociales, Gvt. du 


Québec, Québec, semi-annuel; Ontario Formulary, Ministry of Health 
Services, Ontario Government, Kingston, semi-annual. 


- 3 - 


with the normal approval stages, the generics will enter the market 


between 7 and 26 years after the original.11 


In 1982, licencees paid royalties on 29 drugs; since the patents on 14 
drugs originally marketed under compulsory licence had expired, 
royalties were no longer required. Generic sales of the 29 drugs 
totalled $31 million!2 and comprised 30 per cent of the total sales of 
firms holding one or more compulsory licences. The value of sales of 
these 29 drugs by patentee and generic was estimated to be $193 million, 


83 per cent of which was sold by the patentees.!3 


Patentee's Response to Licensing 


A large number of licence applications (from three to eleven) were 
received against several products, including Ayerst's Penbritin (R) 


Hoffmann-LaRoche's Librium‘) and Valium(®) , Sandoz's Mellaril(R) 


11. Applications for Compulsory Licences, Patent Office, Consumer and 
Corporate Affairs Canada; Notices of Compliance, Bureau of Drug 
Information, Health and Welfare Canada. 


12. CCAC Survey, op.cit. 


13. IMS, opecit. 


(R) Trademark 
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and Merck's Elavil(®). The patent-holding firms' responses included 
price reductions and entry-forestalling activities such as appealing the 
Commissioner's decision to grant a licence and initiating legal action 


in the Federal and Supreme Courts. 


Other reactions included saturating the market with low-cost drugs 
immediately prior to the entry of the generic product, and confronting 
the generic product with both low prices and information campaigns 
questioning its quality. One multinational was convicted under the 
Combines Investigation Act of using all of these techniques to frustrate 


generic competition. 


The Provinces and Compulsory Licensing 


When Section 41(4) was introduced, virtually all drugs sold in Canada 
were paid for directly by the consumer. Reimbursements were limited to 
people covered by private insurance. The 1983 situation is radically 
different. All provinces reimburse welfare recipients for most or all 
of the cost of drugs (New Brunswick requires co-payment). The same 
assistance is available to qualified residents over 65 years of age 
(except in Prince Edward Island). Manitoba, Saskatchewan and British 


Columbia offer some degree of assistance to all their residents.!4 


14. Health Protection Branch (HPB), Health and Welfare Canada. 
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The concern about drug prices is now as much a governmental budgetary 
matter as it is a family health care matter. Provincial treasuries 
spend approximately $600 million yearly!5 on these programs and another 


$240 million on drugs for hospital use. 16 


To encourage substitution of low-cost drugs, five provinces have enacted 
legislation that shifts onto the government most of the legal liability 
formerly borne by the pharmacists. Similar legislation is pending or 
being considered in three other provinces. Permission to substitute 
generic versions is determined by the province and may involve testing 


that is additional to the requirements of federal health regulations. 


For drugs purchased under many of the provinces' reimbursement programs, 
pharmacists are required to dispense a low-cost substitute when avail- 
able, unless the doctor has explicitly stipulated no substitutions. The 


pharmacist is now reimbursed a dispensing fee plus an agreed-upon amount 


15.) 2HPB 


16. IMS, op. cit. 


- 38 - 


for the drug itself. This payment method has replaced the traditional 


fixed mark up to lessen the incentive to dispense more expensive drugs. 


The cost of reimbursement programs can be expected to grow significantly 
over the next two decades as the Canadian population ages. In 1982, 20 
per cent of prescriptions!/ were for people over age 65, although this 
group comprises under 10 per cent of the population. Statistics Canada 
projects that by the end of the century, there will be a 50 per cent 


increase in the population over age 65. 


The close ties between the availability of compulsory licences and the 
main features of provincial drug benefit programs have been documented 
in an independent study by P.K. Gorecki for the Economic Council of 
Canada.!8 Gorecki estimated that without an effective substitution 
program based on the availability of cheaper generic equivalents, 
provincial treasuries would have spent at least 20 per cent more on 


these drugs. On the other hand, the generic firms licensed under 


17. HPB 


18. P.K. Gorecki, “Regulating the Price of Prescription Drugs in 
Canada: Compulsory Licensing, Product Selection and Government 


Reimbursement Programs," Technical Report No. 8, Economic Council 
of Canada, 1981. 
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Section 41(4) could not have expanded so rapidly if provincial policies 


had not encouraged price competition. 


Impact on Prices 


The first generic product to enter the market is usually priced at 
between 10 and 20 per cent below the cost of the original, and this 
price differential is maintained if the patentee changes the price of 
the original product. Competition among the generic firms themselves 
tends to lower generic prices and increases the price differential 


between generic and original products. 


Other independent studies have found that the presence of generic 
products introduced by compulsory licensing and provincial product 


selection legislation have resulted in lower drug prices. 


A study by T.K. Fulda and P.F. Dickens compared American and Canadian 
price movements for drugs experiencing generic competition between 19/0 


and 1974. It found an average decrease of 10.4 per cent in Canada and 


an average increase of 2.1 per cent in the United States. 19 


19. TK. Fulda and P.F. Dickens, “Controlling the Cost of Drugs: The 


Canadian Experience,” Health Care Financing Review, Vol. l, Fall 
1979, PPpe 60-63. 
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M.J. Gordon and D.J. Fowler compared a sample of drugs in Canada and the 
United States between 1968 and 1976. They developed indices comparing 
Canadian and American drug prices that showed Canadian prices of 
compulsory licensed drugs were 9 per cent higher than the U.S. prices in 


1968 (before competition existed) but 21 per cent lower in 1976.20 


R.C. Kennett, in a profile of the Canadian drug industry, divided his 
sample into three groups: 

Drugs subjected to compulsory licences or sensitive 

to future licensing action; 


Drugs having only one source because of technical or 
economic factors; 


Drugs having only one source because of physician 
and consumer demand. 


Over the period between January 1979 and January 1982, Kennett found 
that the average price of the first group of drugs increased by 5.44 
per cent, while the latter two increased by 42.52 and 64.4 per cent 


respectively.2! 


20. M.J. Gordon and D.J. Fowler, op.cit. 


21. R.C. Kennett, Profile of the Drug Industry in Canada, Supply and 
Services Canada, 1982. 
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Few disagree that generic competition puts downward pressure on drug 
prices or reduces rates of return to patentees. It is more difficult to 
calculate the net saving resulting from that generic entry because it is 
difficult to judge what the prices would have been without competition. 
Moreover, some of the earnings diverted from the patent owner could be 
captured by the retail sector rather than being passed on to drug 
buyers. It is also possible that patent owners recapture some of their 
lost earnings by charging higher prices on single-source drugs. How- 


ever, there is no documentation on these possibilities. 


International Price Comparisons 


A survey of international prices conducted by the Pharmaceutical Manu- 
facturer's Association of Canada (PMAC) showed that Canadian prices were 
generally within the middle range of the six countries surveyed (which 
included those with and without price control systems). In some cases, 
Canadian prices were the lowest. American prices were consistently 
among the highest. The following list shows the number of drugs for 


which each country had the highest and lowest prices: 
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Country Highest Lowest Number of 
Surveyed Prices Prices drugs 
Canada 0 7 34 
United Kingdom 4 3 $7) 
United States 18 0 34 
France 0 8 Ze 
Italy 0 13 25 
Switzerland 8 1 28 

W. Germany Z 1 26 


Comparisons Between Canada and the United States 


A 1983 Consumer and Corporate Affairs study22 was based on a comparison 
with U.S. list prices. Sales by the patentees and licencees of the 29 
drugs for which royalties were paid in 1982 were, as noted earlier, 
$193 million. Had these same drugs been sold at January 1982 U.S. list 
prices, sales would have totalled $375 million, nearly 95 per cent 
higher. Similar calculations were done for a sample of drugs for which 
no competition exists either in Canada or the U.S. The cost in Canada 
of these drugs was found to be about 21 per cent lower than if sold at 
U.S. list prices. In all cases adjustments were made for exchange 


rates. 


22. Comparison of U.S. and Canadian Drug Costs, Consumer and Corporate 
Affairs Canada, May 1983. 
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These calculations have been based on U.S. list prices due to the 
unavailability of actual U.S. selling prices. The use of actual U.S. 


selling prices may have some limited effect on the results noted above. 


The Canadian Regulatory Environment 


The Canadian Patent Act 


A patent is a seventeen-year statutory monopoly that generally grants 
the exclusive right to make, buy, use, sell or import the patented pro- 
duct in Canada. Granting of the patent is not dependent on where the 
R&D leading to the invention was carried out, nor the nationality of the 
applicant, nor, generally, the location of manufacturing. The following 
material explains features of the Patent Act that have applications for 


this review of compulsory licensing. 


Product by Process Dependency 


This form of patent applies only to chemical inventions 
intended for the production of food or medicine. The 
actual product is not protected from copy; the patent 
safeguards the product made by a specific process. 


Critics claim that this is a weaker form of patent 
protection than a system that permits patents for both 
products and processes. In theory, product—by-process-— 
dependency enables the patenting of an invention that 
uses a different process to make the same drug. How- 
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ever, the original patentee often extends protection by 
patenting a number of processes for making the product. 
A single drug is therefore frequently protected by many 
patents. 


Analysis of the 62 drugs for which compulsory licences 
have been granted shows that for 48, the original 
patentee received an average of six patents, many of 
which were granted after market introduction of the 
drug. This has extended the normal seventeen-year 
patent life by at least five years. 


Reverse Onus 


This provision strengthens chemical patents. Defendants 
in an infringement must prove that the patentee's 
invention was not used in the production process. As 
will be described later in this review, this has created 
some problems in administering Section 41(4). 


Patent Term Commencement 


Currently, the term of a patent begins with the date it 
is granted. In many countries, it begins with the date 
of application. 


Under the Paris Convention, to which Canada is a 
signatory, once a patent is filed in a member country, 
applications elsewhere need be filed only within one 
year. In addition, applicants can make modifications or 
submissions that will delay the date of final patent 
grant. While the patent can be copied during the 
“patent pending” stage, it is apparently impractical to 
do so. Thus for drugs, “patent pending" status offers 
considerable protection. 


There is no legal requirement to have a patent before 
marketing a drug. 


23. Patent Office Statistics and Bureau of Drug Information. 
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Administration of Section 41(4) 


This section of the Patent Act provides that the Commissioner of Patents 
“shall” grant a licence for importation or manufacture and sale of 
medicine made from a patented invention. Although the licence is a 
right, the Commissioner can reject an application if "he sees good 


reason not to grant such a licence." 


In practice, rejection has been on technical grounds. Two applications 
were rejected because the relevant patents were due to expire, and the 
application process would have extended beyond the expiry date. One 
other application was rejected due to a dispute between the licencee and 


the intended supplier of the raw material. 


The Act allows for the prescribing of factors to be considered in 
setting royalty rates but the regulations have never been spelled out. 
The rate for the first licence set the pattern that has been followed 
ever since: a four per cent royalty calculated on the value of the 
licencee's sales. Where multiple patents are involved, the four per 


cent rate is shared equally among all patentees. 


The reverse onus concept, as mentioned earlier, has caused some 
administrative problems in relation to the sharing of royalties. To 


protect themselves, licencees include in their applications all patented 
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processes that could potentially be used. The licence then permits use 
of the entire group of patents. Some of the patents may be trivial to 
the process or may never be used. The equal sharing of the royalty 


means that the patentee's reward is diluted. 


The appropriateness of the four per cent royalty rate is difficult to 
assess in comparison with rates agreed upon between a willing licencee 
and a willing licensor. While voluntary cross-licensing is common in 
the industry, terms and conditions are seldom made public. The 


following evidence has come to light: 


: A Canadian company had a voluntary licence at a rate 


of ten per cent, but the agreement included access 
to data used in the health protection clearance 
system, as well as other information not included in 
a compulsory licence. 


In five Latin American countries, over 300 contracts 

for the transfer of pharmaceutical technology are 
registered according to the law in those countries. 

None of the contracts stipulate royalty rates over 

ten per cent; two-thirds call for a rate of five 

per cent or less. 

While applicants for compulsory licences are not required to request 


voluntary licences from patent holders, they are asked if such requests 


have been made. About 45 percent of all applications received to date 


24. Industria Farmaceutica Latino Americana, October 1982. 
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indicated that the applicants had requested voluntary licences. Prior 
to 1975, voluntary licence requests made up 85 per cent of the total 
number, but the proportion has declined to about 15 per cent in recent 


years. 


Health Regulations for New Drugs 


The Food and Drugs Act and Regulations are administered by the Health 
Protection Branch of the Department of Health and Welfare. This Act 

requires rigorous testing of all new drugs before they are marketed in 
Canada. Companies must prove that the drug is effective and safe for 
the treatment of the specific disease for which it has been developed. 
Evidence can come from studies done in Canada or from foreign studies, 


provided that the source is known to be reliable. 


Drugs that are copies must be proven bioequivalent to the original, a 
step that requires clinical studies similar to those carried out for the 
original. However, the generic copy does not need to present evidence 


that the active ingredient is safe. 


The original drug submission for a Notice of Compliance —- the required 
permission to market -- is generally approved after one to two years. 


Generic drug submissions take six to eighteen months for approval. 
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Provinces may require additional tests to assure that generic copies are 


identical to the original. 


International Treaty Obligations 


Canada is a signatory to two international agreements that are relevant 
to this review: The Paris Convention for the Protection of Industrial 


Property and the General Agreement on Tariffs and Trade (GATT). 


The Paris Convention 


Article 2 of the Paris Convention requires that the advantages extended 
to Canadians by the Patent Act also be given to the nationals of other 
countries that are members of the Paris Union. This precludes 
discrimination based upon failure to establish an active business in 
Canada or upon the degree of patent protection given in the country 
where the invention was discovered. This is known as national 


treatment. 


Article 5A places restraints on the use of compulsory licences as a 
sanction for failure to work (manufacture) an invention domestically. 
Applications for compulsory licences (because a patentee has failed to 
work locally), under the rules agreed to by Canada, can be made only 


three years after patent grant and only after the patentee is “unable to 
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justify himself by legitimate reasons.” Policies that have the effect 
of subjecting patentees to licensing for failure to meet investment or 
employment criteria may offend this provision. Canada's use of 
compulsory licences -- to promote public health by making drugs 
available at the lowest cost -- is consistent with Article 5A. While 
the European Economic Community has questioned Section 41, there has 
been no attempt to refute Canada's position, nor is this under 


consideration at this time. 


General Agreement on Tariffs and Trade 


Article III of GATT requires national treatment of imports. Policy 
changes to the Patent Act will have to be consistent with these 


obligations. 


Policies in Other Countries 


Factors described previously have led nearly every country to develop 
policies specific to the pharmaceutical industry that address one or 
both of the following considerations: 


protecting a country's residents (and treasury) from 
excessively high drug prices; 
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* obtaining a fair share of the investment and 
employment opportunities that the pharmaceutical 
industry offers. 


The range of responses to these considerations covers a broad spectrum: 


Belgium imposes rigid price controls on every drug, 
allows full patent protection, and does not force 
firms to carry out local manufacturing or research, 
except for clinical testing. 


France has recently moved from rigid to flexible 
price controls, obliges firms to manufacture 
locally, imposes stringent requirements for testing 
and local research, and extends a great deal of 
assistance to domestically owned producers. 


Norway and The United Kingdom rely on the 


centralized purchasing power of the state to 
negotiate both prices and industrial benefits with 
pharmaceutical companies. 


Italy has relied on market forces for both price 
control and industrial benefits by not (until 
recently) granting patent protection to drugs. 
Prices are kept low by competition, and domestic 
manufacturers have gained a substantial niche on the 
international market as well as dominating the 
domestic scene. 


Puerto Rico provides an example of what factors 
influence a pharmaceutical company's choice of 
location. Under Puerto Rican and American tax 
codes, the production of qualified companies is 
completely tax-exempt for periods of from 10 to 30 
years. Moreover, access to the huge American market 
adds to Puerto Rico's attraction. 


Ireland, with tariff-free access to the European 
Economic Community (EEC), offers total tax relief on 
export. prorit:umeil 1990. cash grants fort capital: 
investment, training and R&D; loan guarantees, 
interest subsidization, and export promotion 
services. 
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Scotland offers cash and selective assistance grants 
that can reach 40 per cent of a project's capital 
cost; and training grants up to 40 per cent of costs 
for up to 26 weeks, which can be topped by an 
additional 40 per cent from the European Social 
Fund. Tax write-offs of 79 per cent of the capital 
cost of buildings and 100 per cent of plant and 
equipment are offered along with rent-free factors 
for two years and preferential terms thereafter. 
Scotland advertises that a company can normally 
operate for many years without paying any tax at 
all. 


South American countries do not generally grant 
patent protection to drugs as a means of keeping 
prices low and encouraging local manufacture. 


Japan requires foreign firms to co-venture with 
domestic firms to market new products. It also 
requires all clinical testing to be done within the 
country. 


Switzerland, Germany and the United States are 


exceptions, because they do not directly control 
prices and do not take extraordinary measures to 
gain industrial benefits. They do offer numerous 
incentives, particularly for R&D. Moreover, 32 of 
the largest 50 drug companies are headquartered in 
these countries. 
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ALTERNATIVES 


This review illustrates the close relationships that have developed 
between federal and provincial drug policies since 1969. It indicates 
that these policies have influenced drug price moderation and facili- 


tated the establishment of several generic drug companies. 


One purpose of the review process is to consider the reservations that 
various sectors of the pharmaceutical industry have expressed about 


several aspects of these policies. 


Some of the patentee companies have made strong criticisms. They feel 
that the policies have contributed to a negative investment climate; 
that the shift in market share to the generics has reduced revenues for 
investment in R&D and manufacturing; that the impact of lost sales is 
concentrated on a few companies; and that provincial programs exacerbate 


the injuries felt under the Patent Act. 


The Canadian-based subsidiaries have stated that the Patent Act is mak- 
ing it increasingly difficult to convince corporate decision-makers to 


take advantage of Canada as a potential site for a product or research 


mandate. 
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The generic companies are concerned that policy changes may stifle their 
growth and the role they play in supplying alternative drugs at lower 
prices. Several generics have reached significant size and could 


eventually engage in product research and further exports. 


The policy considerations examined in this section reflect concerns 
regarding drug costs, financing of provincial health care systems, and 
economic objectives such as increasing domestic R&D and development of 


high technology domestic sectors. 


Price Monitoring 


The objectives of the 1969 amendment -- to exert downward pressure on 
drug costs -- is as valid today as it was then. One alternative to past 
policies influencing prices is price monitoring. Such a scheme, accom- 
panied by sanctions for unwarranted price increases, could temper the 
rise in prices that might occur in the absence of competition. The 
scheme could be based on a comparison of wholesale drug prices in a num- 
ber of countries, or with new or existing price indexes of other 
Canadian goods. Another approach would be to focus not on drug prices, 


but on a company's production and selling costs. 


Sanctions for prices in excess of the guidelines could involve automati- 
cally granting compulsory licences to competitors. How effective this 


would be would depend on the benchmarks chosen and the speed with which 


competition could be established. It should be noted, however, that any 
sanctions developed must not conflict with international treaty 


obligations. 


Possible Modifications to the Patent Act 


Three general approaches can be developed for changing the Patent Act 
excluding the extreme positions of maintaining the current situation or 
eliminating entirely compulsory licences to import. The approaches that 
are under consideration are: variable royalty rates, a period of market 
exclusivity, and company-specific exemptions. Each is subject to varia- 
tions, and elements of some may be combined. Im all cases, the right to 


grant compulsory licences to manufacture would be maintained. 


Variable Royalty Rates 


Regulations could be prescribed to provide the Commissioner of Patents 
with guidelines for determining royalty rates. (As noted earlier, 
authority to prescribe royalty~-related factors is provided in the Act 
but has never been used.) Rates could be based on the amount of R&D or 
manufacturing done in Canada, or the extent to which the patentee 


exported from Canada. 


The variable-royalty-rate option could stand alone or be combined with 


the other approaches to be discussed. 
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Period of Market Exclusivity for New Drugs 


This option could be practical if the industry were to increase exports 
or to undertake increased investment in R&D or manufacturing. Under 
these circumstances, the Patent Act could be amended to provide that, 
following the granting of the first patent related to a specific drug, 
compulsory licences to import would be given only after a predetermined 
number of years had elapsed. Alternatively, the period could commence 
with the Notice of Compliance. Compulsory licences to manufacture the 
active ingredient in Canada would be maintained and available at any 


time during the patent. 


This option would be implemented on performance commitments by the 
industry and new patents would receive a period of market exclusivity 
regardless of the patentee's performance in Canada. While commitments 
from specific companies would not be necessary, strong assurances that 
the change would have a positive impact would be essential. Should the 
period of exclusivity be extensive, a price monitoring scheme may be 
required. Excessive drug prices could result in termination of the 


period of exclusivity for the products in question. 
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Company-Specific Exemptions 


Companies that propose and meet specific performance commitments would 
qualify for exemption from licences. Patents from exempt firms would 
not face generic competition for up to the full life of the patent (un- 
less the exemption is terminated). Patents held by non-exempt firms 
would be subject to the current rules. Compulsory licences to manufac- 
ture in Canada would continue to be available at anytime during the life 


of the patent. 


Exemptions could be granted to firms willing to provide industrial or 
economic performance plans along with pricing assurances for their full 
line of pharmaceutical products. Exemptions would be granted for 
specific periods, after which past performance would be reviewed, future 
plans assessed and the exemption renewed if performance was 


satisfactory. 


This option, too, would require a price monitoring system for exempt 
firms. Failure to meet either price or industrial commitments could 
result in termination of the exemption, either on a specific patent on 


all of the firm's patented drugs. 


This option differs from the market-exclusivity approach in two ways: 
it applies only to exempt firms, and it can result in drugs being under 


full patent protection for a complete tern. 
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Impact of Options 


Competition and Prices 


Experience since 1969 has shown that competition, where allowed and 
encouraged, does place downward pressure on drug prices. While changes 
in compulsory licensing would not directly affect prices, their impact 


on competition would have an indirect effect. 


The variable-royalty-rate option would maintain competition from generic 
companies. As progressively more drugs faced competition from generic 
manufacturers, savings to consumers and provincial health care systems 


could be expected to increase. 


The effect of market exclusivity on competition and prices would depend 
on the length of the exclusive period. The longer it is, the more 


likely that competition would be held at bay and downward price pressure 


delayed. 


How company-specific exemptions would affect competition and drug prices 
would depend upon the severity of the criteria and the consistency with 


which they would be applied. 
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Industrial Growth 


The Canadian market for drugs is already well served, if not saturated. 


Consequently, the only way to increase employment and investment would 


be through import replacement or expansion of export activity -- either 
of fine chemicals or finished drugs -- or through services linked to 
R&D. 


In assessing the impact of patent law changes that would shift market 
share between multinational firms and generic companies, it is necessary 


to forecast the probable impact on imports and exports. 


Fine-chemical manufacturing £0 replace imports: 


The prospects for expanding custom manufacturing of 
active ingredients are limited. They would be 
enhanced if compulsory licences to import active 
ingredients were discontinued during a period of 
exemption or market exclusivity, provided that 
compulsory licences to manufacture such ingredients 
were maintained as a right. 


The main impact on domestic chemical manufacturing 
from the continued granting of licences to 
manufacture in periods when licences to import would 
not be available (during the period of exclusivity) 
would be from generic companies. This would give 
generic firms opportunities to export active 
ingredients and final dosage forms to countries 
without patent protection, and would also allow them 
to prepare for exporting products to the United 
States and elsewhere once patents have expired. 
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The degree of maturity reached by the principal 
generic firms since 1969 suggests that it is reason- 
able to expect them to begin domestic manufacture of 
fine chemicals. Modification of royalty rates would 
permit the unrestrained growth of this sector, as 
would the period-of-exclusivity approach if it were 
less than the current average effective period. 
Company-specific exemption would hinder growth in 
this sector if the criteria for exemption resulted 
in a large number of products being unavailable to 
generics. 


Regardless of the option selected, the multinational 
patent-holding firms would be unlikely to establish 
their own Canadian-based chemical manufacturing 
facilities, or place major orders with custom plants 
in Canada. It is established corporate policy to 
source world-wide supply from a limited number of 
countries, some of which offer exceptional tax 
advantages combined with access to major markets. 
However, it may be possible to negotiate limited 
commercialization from the results of expanded R&D, 
particularly where patentee companies co-venture 
with Canadian universities, hospitals, or research 
institutes, and where provincial drug procurement 
policies are supportive. 


Exports: 


Growth in this area would require a favourable 
investment climate for domestic production of dosage 
forms and fine chemicals. Canadian subsidiaries of 
multinational firms would have to be mandated as 
sourcing points for selected products for inter- 
national markets. Generic company exports, 
particularly to third-world countries, would be 
expected to increase under approaches that allowed 
for their continued development. 


Research and Development 


It is anticipated that changes in Section 41(4) of the Patent Act would 
increase research and development. Canada has a favourable fiscal 


environment and the Budget of April 1983 has improved it further; 
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the country's health-care system and scientific and medical infrastruc— 
ture are well developed; regulatory standards are high. All of these 
factors are important to the research activities of the pharmaceutical 


industry. 


The principal prospects for expanded R&D lie in pre-clinical evaluation 
of products, in clinical testing, and in post-market research. There is 
also potential for patentee companies to continue expanding contract 
work and co-ventures with Canadian universities, hospitals and research 


institutes. 


Approaches that would improve the investment climate for R&D should 
provide incentives to assure that the industry would follow through. 
Increased royalty rates would have a minor impact in this regard. The 
company specific exemption approach would result in definite commitments 
in advance and regular assessment of each firm's performance. The 
exclusivity approach would improve the investment climate but does not 
provide performance sanctions until the government reviews the policy at 


some future date. 
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CONCLUS ION 


Canada's industrial objectives would be well served if opportunities for 
growth in the pharmaceutical industry can be realized. The objective of 
this review is to identify ways to stimulate growth of patent-holding 
and generic firms by creating a more attractive environment for research 
and development and chemical maufacturing in Canada. It must be 
emphasized that in taking this initiative the government remains 


committed to maintaining reasonable drug costs. 


The objective of industry expansion may require modification to the 
Patent Act or Regulations and three alternative approaches have been put 
forward. Other programs or policies may also require change and new 


approaches regarding prices may be needed. 


A broadly based consultative process is necessary to elicit the views of 
interested and knowledgeable parties. This should include consideration 
of positions put forward by the provinces, companies in the industry, 
those involved in the delivery of health care services and other 
interested parties. The decision that will be taken should emerge from 


the views expressed by all these parties. 
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APPENDIX 


Section 41 of the Patent 


CHEMICAL PRODUCTS AND SUBSTANCES 


41. (1) In the case of inventions relating 
to substances prepared or produced by chemi- 
cal processes and intended for food or medi- 
cine, the specification shall not include 
claims for the substance itself, except when 
prepared or produced by the methods or pro- 
cesses of manufacture particularly described 
and claimed or by their obvious chemical 
equivalents. 


(2) In an action for infringement of a 
patent where the invention relates to the 
production of a new substance, any substance 
of the same chemical composition and consti- 
tution shall, in the absence of proof to the 
contrary, be deemed to have been produced 
by the patented process. 


(3) In the case of any patent for an inven- 
tion intended or capable of being used for 
the preparation or production of food, the 
Commissioner shall, unless he sees good 
reason to the contrary, grant to any person 
applying for the same a licence limited to the 
use of the invention for the purposes of the 
preparation or production of food but not 
otherwise; and, in settling the terms of the 
licence and fixing the amount of royalty or 
other consideration payable, the Commis- 
sioner shall have regard to the desirability of 
making the food available to the public at 
the lowest possible price consistent with 
giving to the inventor due reward for the 
research leading to the invention. 


(4) Where, in the case of any patent for an 
invention intended or capable of being used 
for medicine or for the preparation or pro- 
duction of medicine, an application is made 
by any person for a licence to do one or more 
of the following things as specified in the 
application, namely: 

(a) where the invention is a process, to use 
the invention for the preparation or pro- 
duction of medicine, import any medicine 
in the preparation or production of which 
the invention has been used or sell any 
medicine in the preparation or production 
of which the invention has been used. or 


Interim licence 


Grant of interim 
licence 


Terms of interim 
licence 


Act 


(b) where the invention is other than a 
process, to import, make, use or sell the 
invention for medicine or for the prepara- 
tion or production of medicine, 
the Commissioner shall grant to the appli- 
cant a licence to do the things specified in 
the application except such, if any, of those 
things in respect of which he sees good reason 
not to grant such a licence; and, in settling 
the terms of the licence and fixing the 
amount of royalty or other consideration 
payable, the Commissioner shall have regard 
to the desirability of making the medicine 
available to the public at the lowest possible 
price consistent with giving to the patentee 
due reward for the research leading to the 
invention and for such other factors as may 
be prescribed. 


(5) At any time after the expiration of six 
months from the day on which a cory of an 
application to the Commissioner pursuant to 
subsection (4) is served on the patentee in 
prescribed manner, the applicant may, if the 
Commissioner has not finally disposed of the 
application, request the Commissioner to 
grant to him an interim licence to do such 
one or more of the things specified in the 
application as are specified in the request, 
and the Commissioner shall, upon receipt of 
such request, forthwith serve upon the paten- 
tee a notice stating that he may, within such 
period as is specified by the Commissioner in 
the notice, not exceeding twenty-one days 
from the day the notice is served on the 
patentee, make representations with respect 
to the request. 


(6) Upon the expiration of the period 
specified by the Commissioner in the notice 
to the patentee referred to in subsection (5), 
the Commissioner shall, if he has not finally 
disposed of the application, grant an interim 
licence to the applicant to do the things 
specified in the request except such, if any, of 
those things in respect of which he sees good 
reason not to grant such an interim licence. 


(7) Subsection (4) applies, mutatis mutandis, 
in settling the terms of an interim licence 
granted pursuant to subsection (6) and fixing 
the amount of royalty or other consideration 
payable. 


Bond to secure 
payment 


Duration of 
interim licence 


Idem 


Appeal 


Importation by 
licensee not an 
abuse of patent 


(8) The Commissioner shall not grant an 
interim licence pursuant to subsection (6) 
unless the applicant has filed with the Com- 
missioner a guarantee bond satisfactory to 
the Commissioner, payable to Her Majesty 
in right of Canada, to secure the payment by 
the applicant of the royalties or other consid- 
eration that may become payable to the 
patentee under the interim licence. 


(9) Subject to subsection (10), an interim 
licence granted pursuant to subsection (6) 
shall have effect according to its terms for an 
initial period, not exceeding six months from 
the day on which the interim licence is grant- 
ed, specified by the Commissioner in the 
licence and may, in prescribed circumstances, 
be renewed by order of the Commissioner for 
a further period or periods not exceeding six 
months in all. 


(10) An interim licence granted to an 
applicant pursuant to subsection (6) ceases to 
have effect 


(a) where the Commissioner grants a 
licence to the applicant pursuant to his 
application made under subsection (4), on 
the day on which such licence becomes 
effective; or 


(b) where the Commissioner rejects such 
application, on the expiration of the 
period for which the interim licence is then 
in effect. 


(11) Any decision of the Commissioner 
under this section is subject to appeal to the 
Federal Court, except that a decision of the 
Commissioner with respect to an interim 
licence is final for all purposes and is not 
subject to appeal or to review by any court. 


(12) Notwithstanding subsection _67(2), 
where the importation from abroad of an 
invention or medicine by a licensee pursuant 
to a licence or an interim licence granted 
under a patent pursuant to subsection (4) or 
(6), or by the patentee while the licence or 
interim licence is in effect, is preventing or 
hindering the working within Canada on a 
commercial scale of the invention to which 
the patent relates, the exclusive rights under 
the patent shall not be deemed to have been 
abused in any of the circumstances described 
in paragraph 67(2)(a) or (6). 
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(13) Where an application is made pursu- 
ant to subsection (4) or a request is made 
pursuant to subsection (5), the Commissioner 
shall forthwith give notice of such applica- 
tion or request to the Department of Nation- 
al Health and Welfare and to any other 
prescribed department or agency of the Gov- 
ernment of Canada. 


(14) The Governor in Council may make 
rules or regulations 
(a) prescribing anything that by this sec- 
tion is to be prescribed ; 
(b) regulating the procedure to be followed 
on any application made pursuant to sub- 
section (3) or (4), including, without timit- 
ing the generality of the foregoing, the 
information to be contained in any such 
application and the making of representa- 
tions to, and the adducing of evidence 
before, the Commissioner with respect to 
any such application ; 
(c) respecting the form and manner in 
which an applicant or patentee may make 
representations to, and adduce evidence 
before, the Commissioner with respect to 
any application or request referred to in 
this section ; 
(d) respecting the manner in which any 
application, request, notice or other docu- 
ment referred to in this section or.in any 
regulation made under this subsection may 
or shall be made, served, forwarded or 
given; 
(e) providing for the making of representa- 
tions to the Commissioner on behalf of the 
Government of Canada with respect to any 
application or request referred to in subsec- 
tion (13); and 
(f) generally, for carrying the purposes and 
provisions of this section into effect. 


(15) Any rules or regulations made under 
paragraph 14(b) regulating the procedure to 
be followed on any application made pursu- 
ant to subsection (4) shall include provision 
for the final disposal by the Commissioner of 
such application not later than eighteen 
months after the day on which a copy of the 
application is served on the patentee in pre- 
scribed manner. 


Limitation on 
authority 
conferred by 
licence 
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(16) Nothing in this section or in any 
licence or interim licence granted pursuant to 
this section shall be construed as conferring 
upon any person authority to prepare, pro- 
duce, import or sell any medicine contrary 
to, or otherwise than in accordance with, the 
requirements of the Food and Drugs Act and 
the regulations thereunder and of any other 
law applicable thereto. R.S., c. 203, s. 41; 
1968-69, c. 49, s. 1; 1970-71-72, c. 1, s. 64(2). 
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